The Institute for Healthcare Improvement defines an adverse event as an unintended physical injury resulting from or contributed to by medical care that requires additional monitoring, treatment, or hospitalization or that results in death. The majority of research has focused on adverse events from the provider's perspective. OBJECTIVE: The objective of this qualitative study was to describe patient perceptions on adverse events following surgery for pelvic floor disorders. STUDY DESIGN: Women representing the following 3 separate surgical populations participated in focus groups: (1) preoperative (women <12 weeks prior to surgery); (2) short-term postoperative (women up to 12 weeks after surgery); and (3) long-term postoperative (women 1e5 years after surgery). Deidentified transcripts of audio recordings were coded and analyzed with NVivo 10 software to identify themes, concepts, and adverse events. Women were asked to rank patient-identified and surgeon-identified adverse events in order of perceived severity.
S
urgical adverse events (AEs) are common and range from lifethreatening complications to deviations from the usual clinical course that are distressing but not dangerous. AEs following urogynecological surgery are not uncommon. In review of recent surgical studies conducted by the Pelvic Floor Disorders Network (PFDN), the incidence of any AEs ranged from 30% to 76.3% and serious AEs ranged from 3% to 17%. 1e4 Institutional monitoring agencies and boards such as the US Food and Drug Administration (FDA), the National Institutes of Health, and institutional review boards (IRBs) use established definitions and guidelines to rank and evaluate AEs. The FDA defines an AE as "any undesirable experience associated with the use of a medical product in a patient." 5 This could include a range of events from a urinary tract infection to the return to the operating room.
Most IRBs, which provide oversight for surgical trials, implement and use similar language as that used by the FDA for AEs. 6, 7 In routine clinical care, established classifications of perioperative complications are used, such as the Clavien-Dindo scale, 8, 9 which was validated in the general surgical population and the Pelvic Floor Complication Scale, 10 which is a more condition-specific classification system for AEs from pelvic reconstructive surgery.
Neither of these scales was designed to include patient-identified AEs, such as functional problems that women undergoing pelvic floor disorder (PFD) surgery may consider important. Patients' perceptions of AEs may be different from those of the medical or regulatory communities.
In urogynecology there is increased focus on patient goal achievement and expectations, which have been shown to be linked with patient satisfaction. 11e13 Patient satisfaction has also been linked to the patient's experience of what they felt was a complication. 14 Recently a retrospective qualitative study of women who had undergone uterovaginal prolapse surgery found that in addition to symptom relief, several other factors influenced whether patients considered their surgery a success. 15 These included a feeling of being normal, a sense of independence, sexuality issues, and length of recovery. The authors also reported that women received a variety of conflicting information from providers and family that led to confusion regarding their recovery. 15 These findings demonstrate that patient expectations and experience of AEs vary from what surgeons typically consider complications 16 and may also vary based on their disease process and 
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ajog.org what counseling they receive. Therefore, the counseling about AEs may influence not only a woman's decision to have surgery but also her satisfaction with her surgical outcome.
As increased value is placed on outcomes such as patient experience and satisfaction, it is imperative that surgeons understand the patient perspective on surgical outcomes and harms associated with surgery. Shared decision making between patients and providers is especially important for women considering surgery for PFDs because these surgeries are elective, aim to improve function, and can be associated with serious complications. Patientcentered care and shared decision making may be improved with a better understanding of the patient-perceived impact of specific AEs.
Objectives
The primary aim of this study was to identify concepts important to patients that are not currently represented in guidelines regarding AEs associated with pelvic reconstructive surgery. We utilized a conceptual framework of the relative importance, from the patient perspective, of surgical AEs, including functional limitations that may result from pelvic reconstructive surgery, to describe what women consider AEs following surgery and to gain insight as to how women rank the severity of AEs, compared with AEs identified by surgeons. A conceptual framework in qualitative research can be thought of as a network of linked concepts that can be modified as more information is obtained.
17,18

Materials and Methods
We conducted a multicenter qualitative study through the Eunice Kennedy Shriver National Institute of Child Health and Human Development PFDN. An initial conceptual framework ( Figure 1 ) was developed based on existing AE definitions and scales, prior studies that have explored what patients consider AEs, and expert pelvic surgeon opinion, defined as board-certified female pelvic medicine and reconstructive surgeon members of the PFDN, who routinely perform the surgeries to be discussed by the focus groups.
In addition, we reviewed studies that have explored what patients consider as complications. Examples of such are anesthesia complications, constipation, fatigue, discharge home with a catheter, and continued urgency and urgency urinary incontinence. 14, 15, 19 This preliminary framework was developed to provide an opportunity to synthesize the current literature and experience of pelvic surgeons regarding known views of AEs. This preliminary conceptual framework served as the foundation from which to develop questions for an initial interview guide, which was developed to explore how patients think about risks, complications, and AEs (Appendix).
Prior to beginning of the study, IRB approval was obtained from all sites. We selected an exploratory focus group design because focus groups would create a dynamic interaction for participants to share perspective on AEs after surgery for PFDs. Adult women (!21 years of age) who were able to speak, read, and comprehend English and who had bothersome urinary incontinence or pelvic organ prolapse or a history of at least 1 of these disorders that were going to be or were treated with surgery were recruited for the study.
Because the length of time that has elapsed since surgery may influence perceptions, focus groups were conducted with 3 separate patient populations: (1) women planning to undergo surgery ( 12 weeks from surgery), (2) short-term postoperative women (up to 12 weeks after surgery), and (3) a longer-term postoperative group (1e5 years after surgery). Based on qualitative methodology 20 and the experience of the research team, we anticipated that a total of 4 focus groups in each of the 3 patient populations would be sufficient to achieve thematic saturation for a total of 12 focus groups.
Women were recruited from 1 of 4 sites in the PFDN (Brown University, Cleveland Clinic, Duke University, and University of New Mexico). Site coordinators facilitated recruitment at their respective clinics. At each site, women who were within the study window of planned surgery for a pelvic floor disorders were called to see whether they were interested in participating.
Similarly, women who had previously undergone a surgery within the 2 postoperative time windows (up to 12 weeks postoperatively or 1e5 years postoperatively) and met inclusion criteria were contacted by each site's coordinators. One female moderator, experienced in qualitative data collection techniques and employed by the University of New Mexico Community Engagement and Research Core (CERC), led all focus group sessions with comoderators from the individual sites and ensured equal participation.
AJOG at a Glance
Why was this study conducted? Little is known on how patients perceive adverse events. Although there are scales created to rate surgical adverse events, most were created without patient input.
Key Findings
Although patients recognize bleeding or hospital readmission as adverse events, women also consider poor functional outcomes, such as recurrent symptoms or sexual dysfunction, as adverse events.
What does this add to what is known?
Patients think about adverse events differently than surgeons. Patients view lack of functional improvement as adverse events. Appropriate expectation settings regarding surgery for pelvic floor dysfunction along with inclusion of these functional adverse events in surgical counseling may help to better align patient and provider expectations and may lead to improved satisfaction with outcomes.
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Prior to the start of the focus groups, women were consented and provided basic demographic information and their PFD treated or to be treated with surgery. All women completed the Pelvic Floor Distress Inventory QuestionnaireeShort Form 20 21 and the Life Orientation Teste Revised, 22 an assessment of optimism. Women in the postoperative groups also completed the Patient Global Impression of Improvement 23 and the Satisfaction with Decision ScaleePelvic Floor Disorders as well as the Decision Regret ScaleePelvic Floor Disorders. 24 These questionnaires were given to provide a descriptive summary of the focus group sample.
Following the focus group interview guide (see Appendix), the moderator began each session by engaging participants in open-ended discussions about their anticipated concerns (preoperative groups) as well as AEs experienced (postoperative groups). Later in the session, the moderator recorded a running list of adverse events identified during each session (Focus GroupeIdentified AEs) and prior to the end of the discussion asked all participants to characterize these AEs as either very severe, moderately to somewhat severe, or not severe. Following this process, women then reviewed a list of AEs that had been previously generated by the authors (Provider-Identified AEs), which included urogynecological surgeons, as a way to further compare/contrast the Focus GroupeIdentified AEs and reflect on the severity categorizations. The moderator then asked each group to add any AEs from the ProvidereIdentified AEs to the focus groups' original list that they believed were important and to change their initial severity ranking of AEs if needed.
All focus groups were digitally audio recorded, deidentified, and transcribed by Rev.com, a transcription service very familiar with qualitative protocols. Women received a $50 gift card at the conclusion of their session.
Members of the core research team (G.C.D., A.L.S., CERC moderator) independently reviewed the full set of transcripts and made observational notes regarding common themes guided by the conceptual framework after each site's focus groups were completed. During regular core research team meetings, these initial reviews were synthesized and a preliminary coding template was created.
This process continued following the completion of the focus groups at each site, and the template was continually modified to reflect emergent themes; reorganization of subthemes occurred based on further review of the transcripts. Iterative data collection was performed until data saturation was achieved. The preliminary conceptual framework serves as a way to define major concepts of interest based on a literature review and expert opinion and was developed prior to the conduct of the focus groups. ajog.org
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Following the completion of data collection, the coding template was finalized, and all transcripts were imported into NVivo10, a qualitative data analysis software program. The primary analyst conducted queries to generate reports on each thematic category and to explore cross-sectional relationships (eg, long-term postoperative responses in all sites) as well as selected queries to further understand experiences of stigma and/or surgical expectations. Lastly, summary reports were created and reviewed by the core research team members prior to finalizing the interpretive schema. Process for developing a conceptual framework
We developed a conceptual framework prior to data collection activities as a way to define major concepts of interest and their relationships. The framework was intended to serve as an initial guide to visualize factors along a pathway that might influence perceptions of adverse events and that would be modified as data analysis concluded. We did not design the interview guides to test the concepts included in the framework but rather to facilitate our exploratory goals and remain open to unanticipated factors raised during data collection.
Our initial literature review, complemented by expert pelvic surgeon input, indicated that aspects of the patientprovider interaction, patient characteristics, and attributes of the patients' condition should serve as foundational elements of the framework. As illustrated in Figure 1 , we then outlined a pathway to identify factors that influence patient experience both prior to and following surgery. The conceptual framework is reviewed periodically throughout the data collection and analytic process, and once data interpretation was complete, the preliminary framework is revised to best reflect the content and sequence of concepts of our final results.
Results
A total of 81 women participated in 12 focus groups across 4 different sites. Groups averaged 6e8 women each. The mean (AESD) age of women was 58.4 AE 12 years in the preoperative group, 60.4 AE 9.9 years in the short-term postoperative group, and 60.2 AE 12.3 years in the longterm postoperative group. Greater than 80% of participants were White, and 74% had at least some college education.
Women experienced a severe impact by their pelvic floor disorders as illustrated in Table 1 . Results were organized under 3 major thematic groupings: (1) surgical expectations and understandings, (2) unanticipated AEs in the postoperative period, and (3) personal failure/shame.
Surgical expectations and understandings
Women in the preoperative and postoperative groups shared similar perspectives regarding surgical expectations. They anticipated that surgery would reduce the severity/frequency of symptoms and lead to functional improvements and quality of life. Many expressed reaching a tipping point in terms of the impact of symptom frequency and interference with daily, leisure, sexual, and employment activities that influenced the decision to undergo surgery. Original Research GYNECOLOGY ajog.org ajog.org
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Women, especially those in the preoperative group, described these varied experiences as the following:
"Pads all the time that cause-I have sensitive skin so it causes rashes all the time, the constant changing of them out, every little cough, sneeze, bend, no matter what I do, it's out. It drips, it leaks, it just pours." "Cathing becomes a problem when you're out in public. It's hard to go in a stall and try to cath." "I have 9 grandkids and just keeping up with them, the pads and everything, it's hard." "Not realizing that you're peeing, that would be embarrassing or having sex with my husband and you're in a position and you start leaking everywhere."
Anesthesia complications, such as memory loss, a general sense of loss of control, and vulnerability with surgery were also frequently mentioned by the preoperative group. Concerns were voiced about the recovery period and included fear of gaining weight, not being able to work, and healing emotionally.
We also identified a pervasive view of misaligned expectations among both short-and long-term postoperative focus group participants. Women expressed that they anticipated getting back to normal and resuming the tasks of daily living in the time period specified by their surgeon. In situations in which either the immediate postsurgical recovery process deviated from the usual course or the surgery was not successful in alleviating symptoms, participants felt unprepared.
As women in these groups reflected on their experiences following surgery, they expressed varying degrees of disappointment and regret regarding their current status as well as a desire to have more honest communication with their surgeons in terms of realistic expectations. This was observed in both shortand long-term postoperative groups. These observations included the following:
"I have to wear big old granny panties and 3 maxi-pads, 2e3 maxi-pads. That sucks." I have pain as well in my rectum. It feels like it gets pinched or something, so if I do a lot of physical exercise or I'm standing a lot, when I go to sit down it is excruciating. That was why I chose the surgery. . What else? I would just say that overall the way that my nethers came back together, it's just different. It just wasn't what I had expected. I feel like . I needed . that conversation like, 'No, honey. It is not like your level 4 episiotomy at all.' You know, like honesty. Hardcore. We're not going to like this conversation honestly because it's my body and I have to walk with it until I die." "Iwasn't expecting-how do I say it in a nice way-the sex part of it. I wasn't expecting that. Yeah, because me and the mister, we had a really healthy relationship and everything was good. Then right after I had the procedure, after I had the operation, after the healing process went and stuff, he was the one that was, like, 'There's something weird in there.' Now it's kind of like I would say obsolete. That part I wasn't expecting. If I were to do it all over again, I would probably ask would it affect or how bad it would affect it and maybe had just done the hysterectomy without the mesh with it."
We also asked all focus group participants to talk in general about their planned (or previous) urogynecological surgical procedures and describe their level of understanding. They commonly reported a general lack of knowledge about their specific surgery and expressed interest in having surgeons provide more information, particularly regarding functional outcomes. The comments included the following: "I feel like it was on me to ask more questions. I should have just asked more. Instead, I just blindly trusted." "They (the doctors) didn't really explain a lot of things to me and my surgery is coming up. I'm hoping that before then they will sit down and tell me more of what's going on. I would like to know how this is going to affect my job."
Lastly, when all participants were asked about their concerns prior to having the surgery, women identified a range of fears pertaining to clinical complications such as infection, pain, needing a catheter, and problems associated with anesthesia. However, women most notably identified their primary concern as not fixing the underlying problem, which included the following comments: a These adverse events were marked to signify those that are further discussed in the Results section and represent a significant departure from adverse events that would be typically considered as very severe by surgeons. Table 2 and consistent with a major theme across all participant groups, AEs that diminished function and quality of life were consistently categorized as equivalent to AEs that surgeons typically rank as very severe during the focus group discussion.
Women ranked AEs such as death, intensive care unit admissions and other major complications as severe but also consistently endorsed functional AEs such incontinence, constipation, nocturia, and lack of improvement in sexual function as very severe. For example, one woman described complications from incontinence as follows: I think incontinence covers the whole situation because you can't travel. You can't have a job where you're running constantly to a bathroom. Your quality of life is just not good.
The focus of concerns varied across the patient populations. In the preoperative groups, women ranked issues such as surgery failure, need for multiple surgeries, and causing more [functional] problems as very severe adverse events. At this stage, the women were thinking less about specific symptoms and more about whether they would experience favorable surgical outcomes.
Another very severe adverse event identified by these women was related to fears about recoveryelack of mobility because many women were fearful that the surgery would not improve ease of movement with regard to work and household and child care responsibilities.
In the short-term postoperative population, women were still actively recovering and cited symptoms such as incontinence, constipation, and nocturia as very severe. In the long-term postoperative groups, women continued to identify these types of adverse events as very severe; in addition to this list, they included outcomes that paralleled women's growing concerns that anticipated improvements in their underlying condition would not be realized. For example, participants indicated that lifelong treatment, which may include the use of daily stool softeners and the need for self-catheterization, constitute very severe adverse events.
Personal failure and shame
Lastly, perspectives were elicited about how the women viewed AEs such as a lack of reduction in symptoms or recurrent prolapse. Women commonly expressed a sense of personal failure and shame in these situations. In many cases, women were unaware that such outcomes were possible, and they assumed responsibility. Women indicated that prior to the surgery, they would routinely hide their daily 
Revised patient conceptual framework
The revised conceptual framework is the culmination of final data interpretation ajog.org GYNECOLOGY Original Research struggles from family members and friends but noted that it was devastating to undergo surgery and have the problem return. Their comments included the following: "I would say that for all of the investment, financial, emotional, physical, the problems that I was dealing with were uncomfortable, but they were my own. Once I had the surgery, then other people were now involved. My children were put out for several months while Mom was recovering; a lot of pressure was added to my husband while I recovered. To have it fail, it's going to make me cry; it feels like a failure to more than myself."
Women also expressed an implicit obligation to their family and social networks that provided care for them during the recovery period. Recognizing their inability to maintain an active role in terms of work and/or daily supportive activities in the family setting, women felt like a suboptimal surgical outcome was somehow a let-down, and this led to feelings of shame in terms of feelings relating to loss of respect and esteem pertaining to one's circumstances. Their comments included the following:
"Right, because as we've experienced when it fails, it doesn't just feel like a failure of the surgery. It feels personal, and then I felt the responsibility of letting everyone that helped me for 6 months, I let you down. I failed." Across the 3 populations, women in our study had high expectations for the outcome of their surgery; they wanted their problem fixed and the surgery to be effective. They reported that they wanted to more easily engage in routine daily activities including leisure, work, and childcare and have improved sexual function; if preoperative expectations were not met, women felt that their suboptimal outcome was a serious AE. For example, if women expected sexual function to improve following surgery and it did not, they felt that this was a serious AE.
Results of the conceptual framework refer to Figures 1 and 2 .
Given these findings, our preliminary conceptual framework was revised (Figure 2 ). The main revisions were to the patient/provider interaction, patient expectations for surgery, and short-and long-term AEs. Of particular clinical relevance is AE ranking and the importance to women of adverse function outcomes.
From the patient perspective, shortterm AEs focused on the medical/surgical arena and the patient experience of more traditional AEs related to surgery. For intermediate to long-term AEs, we added the following to our conceptual framework:
Psychological: stigma/shame related to AEs and surgical failure. Functional: ability to resume daily activities; alignment with initial expectations. Relational: impact on sexual function; affective impact on partner/family dynamics.
Comment
In this qualitative study, we found that women consider adverse functional outcomes to be severe AEs, that there are misalignments between patient and traditional views of AEs, and that women internalize negative surgical outcomes as reflective of personal failure. Interestingly, we found that in the preoperative period, women were concerned about AEs such as pain, catheter issues, and bleeding. In the postoperative period, AEs identified by women evolved into concerns related to function.
If their preoperative expectations were not met, women believed that their suboptimal outcome was a serious AE. For example, if a woman expected sexual function to improve following surgery and it did not, this was considered a serious AE.
It is interesting to note that the preoperative group did not view mesh complications as serious AEs. This may be because the majority of the preoperative group had already undergone preoperative counseling with their surgeons prior to the focus group. Postoperatively, AEs identified by women were not aligned with traditional AEs and focused on function including constipation, fatigue, pain, need for a catheter, and infection issues. Women do not perceive PFDs as chronic conditions, likely because providers do a poor job explaining them as such. This misconception creates an environment in which a woman will view both the surgery and herself as a failure if some symptoms continue.
Limitations of this study include those inherent with a qualitative design, including that the findings in this work are descriptive and hypothesis generating, and no hypotheses were tested. It is possible that bias could have been introduced because the participants completed the questionnaires prior to the focus group; however, this is unlikely a because s many of the questionnaires utilized are routinely administered in urogynecological clinics before and after surgery and should not have skewed the subsequent interaction.
In addition, despite efforts to recruit ethnoracially diverse patients, the majority of participants were non-Hispanic white and college educated. Furthermore, focus groups were conducted with women undergoing or who had undergone different procedures for a variety of pelvic floor disorders, and our findings may not be generalizable to individuals undergoing other types of surgery.
Strengths include a multicenter study with a geographically diverse group of patients following rigorous qualitative methods. Generation of a conceptual framework and interview guide was performed with the guidance of experts in qualitative work and with the same experienced moderator (CERC) conducting all focus groups.
Our results indicate that traditional AE collection does not include adverse outcomes important to women and that women blame themselves for surgical failures. Functional AEs that are collected routinely following surgery, such as constipation, and have traditionally been thought to be minor, are classified by women as moderate to severe. This is likely related to outcome expectations; patients view the
Original Research GYNECOLOGY ajog.org restoration of function status as paramount, and therefore, if it is not achieved, patients perceive this as an AE. Altering the perception of PFDs to a condition similar to a chronic disease may help with the misalignment of expectations and outcomes women currently experience. This work will help clarify and lead to a better understanding of how patients and providers think about and perceive AEs. Inclusion of these functional AEs in surgical counseling may help to better align patient and provider expectations and may lead to improved satisfaction with outcomes.
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